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Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claim(s) 1-58 drawn to nucleic acid compositions. 

Group II, claim(s) 59, drawn to a method of synthesis of a molecule. 

Group III, claim(s) 60-68, drawn to a method of delivering a nucleic acid sequence to a 
cell. 

Group IV, claim(s) 69-72, drawn to a method for intracellular targeting of a nucleic acid 
sequence. 

Group V, claim(s) 73-76, drawn to a method of delivering a nucleic acid sequence to the 
brain. 

Group VI, claim(s) 77, drawn to a method of delivering a nucleic acid sequence to the 
spinal cord. 

Group VII, claim(s) 78-80, drawn to a method of modulating iNOS gene expression. 

Group VIII, claim(s) 73-76, drawn to methods of treating, controlling or preventing a 
disease. 

This application contains claims directed to a plurality of patentably distinct 
nucleic acid molecules. The myriad of molecules represented by the formulas claimed, 
including formulas l-VIII in claims 1 and 23, and the many possible combinations that 
are represented by L, N, H, P, i, r, q, s, t, x, and the various R groups, encompass 
countless numbers of structurally and functionally distinct oligomeric compounds. The 



Application/Control Number: 10/589,755 Page 3 

Art Unit: 1635 

compounds are independent or distinct because the different oligomeric compounds, 
defined by the various formulas recited in the claims, have different structures and, 
therefore, different chemical properties and biological effects. For example, the different 
oligomers or nucleic acids may differ with regard to solubility, cellular uptake, and 
nuclease stability, all of which are expected to contribute to their mode of action in vivo 
and in vitro. The different molecules would also differ in their reactivity and the starting 
materials from which they are made. It is also possible that the method and utility of 
each molecule would differ according to the best mode of administration or delivery 
required for each one and the particular applications each is suited for. 

Similar reasoning applies to the compounds recited in Groups I -VIII claims 1-82, 
which recite a plurality of distinct oligomeric compounds, having distinct sugar- 
nucleobase-internucleoside, amino acid and peptide chemistries, and which encompass 
hundreds, if not thousands, of possible substituents recited in claims 1-82. 

Accordingly, Applicant is required to elect a single formula, and single type of 
nucleic acid molecule, and a single peptide ligand, hydrophobic moiety, peptide 
protecting group, positively charged moiety, and linker moiety with the elected Group 
from claims 1-82 (see, e.g., claims 1, 2, 3, 4, 6, 7, 8, 10, 13, 14, 16, 17, 18...). 

The inventions listed as Groups l-VIII, and the various nucleic acid molecules, 
linkers, positively charged moieties, peptide moieties, etc. do not relate to a single 
general inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they 
lack the same or corresponding special technical features for the following reasons: 
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Claims 1-82 are drawn to compositions, methods, and processes comprising or 
utilizing a myriad of different nucleic acid molecules. Therefore, this application does 
not comply with the requirements for unity of invention (Rules 13.1, 13.2 and 13.3) for 
the following reasons: 

According to the guidelines in section (f)(i)(a) of annex B of the PCT 
Administrative Instruction, the special technical feature as defined by PCT Rule 13.2 
shall be considered to be met when all the alternatives of a Markush group are of similar 
nature. The instant methods, cells and compositions comprising or utilizing any of 
thousands of different molecules set forth in and/or encompassed by claims 1-82 are 
considered to be each separate inventions for the following reasons: 

The different sequences, nucleic acids, targets, structures, processes, and 
methods do not meet the criteria of (A), common property or activity or (B)(2), art 
recognized class of compounds. In the instant case, the different target molecules, 
target genes, nucleic acids, formulae, peptide ligands, hydrophobic moieties, peptide 
protecting groups, positively charged moieties, and linker moieties are structurally and 
chemically and biologically different and distinct, and the different molecules and 
biological structures and entities, and the different methods and utilize distinct 
molecules for processes and to target different molecules, inhibit or modulate the 
expression of the target gene to varying degrees, or measure different phenotypes, 
biochemical and/or biological effects. Each member of the class cannot be substituted 
one for the other with the expectation that the same intended result would be achieved 
or measured. 
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Further, the different Groups of compounds and target molecules and processing 
constructs, and the different methods do not meet the criteria of (B)(1 ) as they do not 
share, one with another, a common core structure. Accordingly, unity of invention 
between the different structures claimed and their methods of use is lacking and each 
molecule is considered to constitute a special technical feature. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1 .143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S. C. 103(a) of the other invention. 

Conclusion 

Certain papers related to this application may be submitted to Art Unit 1635 by 
facsimile transmission. The faxing of such papers must conform with the notices 
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published in the Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 
(December 28, 1 993) (see 37 C.F.R. ' 1 .6(d)). The official fax telephone number for the 
Group is 571-273-8300. NOTE: If Applicant does submit a paper by fax, the original 
signed copy should be retained by applicant or applicant's representative. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of 
duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jane Zara whose telephone number is (571) 272-0765. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz, can be reached on (571) 272-0763. Any inquiry of 
a general nature or relating to the status of this application should be directed to the 
Group receptionist whose telephone number is (703) 308-0196. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

Jane Zara 
6-19-09 

/Jane Zara/ 

Primary Examiner, Art Unit 1635 



